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INTEGRATIVE THER%PEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas s PhytoPharmica . &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
o 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
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What Better feeis like™ 0 82 9 ) -
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April 13, 2005

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810 L
Center for Food Safety and Applied Nutrition e
Food and Drug Administration / L
5100 Paint Branch Parkway

College Park, MD 20740

APR 1.,
RE: Label Claims/Disclaimers AR 3 § 4005

Dear Sir or Madam: -

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic T e,
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided

by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage

of the exemption Lo section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are

not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

n nature,
~ BRODUCT./ "|+ ..~ TOWHICH.THE CLAIM
C L ONAME e ot REEERS
End Fatigue Supports healthy adrenal Vitamin C (ascorbic acid and from rose hips),
Adrenal Stress- gland function o help avoid Vitamin B6 (as pyridoxine HCI), Pantothenic Acid
Endgm* adrenal burnout and fatigue.* | (as calcium D-pantothenate), Adrenal
Polypeptide Fractions, Betaine, L-Tyrosine,
Licorice (Glycyrrhiza glabra) Root and Rhizome
Extract, Adrenal Cortex Exiract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L pdedd

Robert C. Doster ‘
Title:  Senior Vice President of Scientific Affairs

Date “///5/05

If you have any questions, please contact Robert Doster, Senior Vice President. of Scientific Affairs at
(920) 406-3608.

P &“ | o /4093

ic hael P. Devereux
Chief Financial Officer g 75 0 1 5 z

ess-End 1le



: INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &

Tvler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
e 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wiisonvilie, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I INCDRPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Betler feeis tike”
a——

April 13, 2005

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nulrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemptxon to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we curremly market or plan to market in the immediate future, and may be exploratory
in nature.

PRODUCT §TATEMENTS v lNGREDIENT(S) TO WHICH THE CLA!M
NAME = |~ o R : .
End Fatigue Optimal health is achleved Vntamm C (ascorbxc ac1d and from rose hlps)
Adrenal Stress- through maintaining balanced | Vitamin B6 (as pyridoxine HCI), Pantothenic Acid
End ™ hormone levels, that both (as calcium D-pantothenate), Adrenal
support the body during Polypeptide Fractions, Betaine, L-Tyrosine,
stressful events, and promote | Licorice (Glycyrrhiza glabra) Root and Rhizome -
immune system health.* Extract, Adrenal Cortex Extract

I certify that the information coniamed in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

Lugedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date ’/‘///5 /05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

By:

Sincerely,

Jolt P Lonp

Michael P. Devereux
Chief Financial Officer

tress-End 12e



. INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas - PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas P"YTOPHARM'CA’
9755 SW Commerce Circle, Suite B2 825 Chalienger Dnve, Green Bay, Wl 54311 -8328
ENZYMATIC THERAPY ' Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
R ] P: 503.582.8386 -+ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
what Better seels live™
a——
April 14, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a staterent provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT | IR STATEMENTS a4 lNGRED!ENT(S) TO: WHICH THE
NAME ' - ' N CL1 E o ‘
End Fatigue Glandulars have been used safely for years Vltamm C (ascorbic acid and from
Adrenal Stress- to support various functions in the body. rose hips), Vitamin B6 (as
Engm™* For instance, thymus glandular extracts are | pyridoxine HCI), Pantothenic Acid
used for supporting the thymus gland, (as calcium D-pantothenate),
pancreatic enzymes for actions of the Adrenal Polypeptide Fractions,
pancreas (digestion, etc.) and of course, Betaine, L-Tyrosine, Licorice
adrenal polypeptide and adrenal cortex (Glycyrrhiza glabra) Root and
extracts to help support healthy adrenal Rhizome Extract, Adrenal Cortex
gland function.” Extract

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

By: = !
Roberf C. Doster
Title: Senior Vice President of Scientific Affairs

Date lf ///’//05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Michael P. Devercux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

| NF Formulas « PhytoPharmica &
Tyler Encapsulatlons e Vltalme Formuias PHYTOPHARMICA®
) 9755 SW Commerce Circle, Suite B2 825 Chalienger DI"IVE, Green Bay, WI 54311 8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 - F; B88.570.6460 (Enzymatic)
Do e oy P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
what Beltter feeis tike”
—————

April 14, 2005

Office of Nutritional Products, Labeling &
Dictary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Duvc, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currentiy market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT - | = - ZlNGFZEI:'H:‘.M'!'(S) TO WHICH THE
‘NAME ULt 2 Toar e nd B CLA{M REFERS \
End Fatigue Proteins and polypeptides have been Vitamin C (ascorblc acid and from
Adrenal Stress- shown to exert effects in target tissues. In rose hips), Vitamin B6 (as
End™* addition to thyroid hormone and cortisone, pyridoxine HCY), Pantothenic Acid
several peptide hcrmones have been (as calcium D-pantothenate),
shown to be biologically active when Adrenal Polypeptide Fractions,
administered orally, Even numerous whole | Betaine, L-Tyrosine, Licorice
proteins, including plant and animal (Glycyrrhiza glabra) Root and

enzymes, have been shown in human and Rhizome Extract, Adrenal Cortex
animal studies to be absorbed intact into the | Extract

bloodstream following oral administration, to
help support many body systems, including
thyroid functicn.*

I certify that the information contalned in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

T

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date ‘///L//OS




If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. ‘

et b

Mlclnc P. Devereux
Chief Financial Officer

End Fatigue Adrenal Stress-End 14e



INTEGRATIVE THERAPEUTICS INC.” ) ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica & .
Tyler Encapsulatlons Vvtalme Formulas PHYTOP“ARM'CA
9755 SW Commerce Circle, Suite B2 825 Challenger Drlve, Green Bay, Wl 54311 8328
ENZYM ATIC THER APY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
R ~ P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
Woat Better feels tike”
a—
April 14,2005

Office of Nutritional Products, Labeling &
Dictary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimeré
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)X(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we curlcmly market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT S 'STATEMENTS -~~~ -7 . lNGRELDlENT(Sl TO WHICH THE
NAME . L R : » CLAIM-REFERS
End Fatigue Vitamin C has been shown to help maintain Vltamm C (ascorbic acid and from
Adrenal Stress- connective tissue and boost the immune ; rose hips)
End™* system, which may need extra support
during periods of chronic stress.”

T certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truth{ul and not misleading.

udodd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date )“///A//M

If you have any questions, plcase contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

ichuel P, Devercux &)“ ’ Z

Chief Financial Officer




‘:INTE,GRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas -~ PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54371-8328
ENZYMATIC THERADPY : Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
e e P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

woat Better feeis tike™
A————...

April 14, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimcrs
Dcar Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate futurc, and may be exploratory
in nature. ‘

PRODUCT |~ .- " STATEMENTS S T INGREDIENT(S) TO-WHICH THE
"NAME- . | o e B i e e )y o CLAIMIREFERS
End Fatigue Vitamin BB supports the absorption of fats Vitamin B6 (as pyridoxine HCI)
Adrenal Stress- | and protein, healthy red blood cell
End™™* formation, healthy nervous system function

and the healthy synthesis of the nucleic
acids RNA and DNA, which contain the
genetic instructions for the reproduction of
alt cells and for healthy cellular growth.”

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L fuond

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date /’///Z//DS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. ‘

Sincerely,

S

Michael P. Devereux
Chief Financtal Officer




iNTEQRATIVE THERAPEUTICS INC." IENZYMATIC THERAPY®
NF Formulas - PhytoPharmica

Tyler Encapsulations « Vitaline Formulas : FHYTOPHA“M'CA'
9755 SW Commerce Circle, Suite B2 825 Chatlenger Drlve, Green Bay, Wl 54311 8328
ENZYMATIC THEBADY I Wilsonvilie, OR 97070 P: 920.469.1313 : F: 888.570.6460 (Enzymatic)
R P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 = F: 920.469.4418 (Phyto)

What Better feels like™
H———————

Aprif 14, 2005

Office of Nutritional Products, Labeling &
Dictary Supplements, HFS 810 ‘
Center {or Food Safety and Applied Nulrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Discle1imer$
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has-a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

"PRODUCT 7 < INGREDIENZI’(S) TOWHICH.THE ~

" NAME . - |~ CLAIM'REEERS:". g
End Fatigue Vitamin B6 is required {o make serotonin, | Vitamin B6 ( (as pyridoxine HCI)
Adrenal Stress- melatonin and dopamine — all vital in
Eng™* maintaining energy levels.”

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc, has
substantiation that the statements are truthful and not misleading,

Ldodd

Robert C. Doster
Title: Scnior Vice President of Scientific Affairs

Date /7///1//05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

ichael P. Devertux &“ Z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
Tyler)EncapsuIatibns = Vitaline Formulas P"YTOP“ARM|CA'
' 9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, Wi 5431 1-8328
ENZYMATIC THERAPY " Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
e P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

Woar Better feeis like"
—————

Apnl 14, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Apphcd Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 8§25 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by scction 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

'PRODUCT ‘ 'STATEMENTS. i | "INGREDIENT(S) TQ WHICH THE
NAME CLAIME
End Fatigue Vitamin B6 aids in the formation of several .| Vitamin B6 (as pyridoxme HCl)
Adrenal Stress- neurotrarnismitters and therefore is an
Eng™* essential nutrient in the regulation of mental

processes and possibly even moods — quite
important when dealing with stress-filled
lifestyles.”

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substanuduwi’m‘twnls are truthful and not misleading.

By:

Robert C. Doster
Title; Senior Vice President of Scientitic Affairs

Date /7’// L//OS

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

it Py

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas - PhytoPharmica &
Tyler Encapsulatlons Vltalme Formulas ’ PHYTOPHARMICA‘
9755 sw Commerce Circle, Suite B2 825 Challenger Drwe, Green Bay, WI 54311 8328
ENZYMATIC THEBAPY L Wilsonville, OR 97070 P: 920.469.1313 <« F: 888.570.6460 (Enzymatic)
P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

What Better feels like”
p——

April 14, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you (hat the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, chen Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the cxunptlon 10 section 201(g)(1 }(C) of the act and comply with section 403(r){6) of the act. These claims are
not necessarily for a product we cmrentiy market or plan to market in the immediate future, and may be exploratory

in naturc.
b NGREQ!EN <(S) TOWHICH THE. | ‘
End Fatlgue — Pantothenic acid is an essential component Pantothemc acid (as ca!c1um D- \
Adrenal Sfress- in the production of coenzyme A, a vital pantothenate)
End™* catalyst that is required for the conversion
of carbohydrates, fats, and protein into
energy.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Robert C. Doster ‘
Title: Senior Vice President of Scientific Alfairs

Date /7/// 17//05

By:

If you have any questions, please conlact Robert Doster, ‘Semm Vice President of Scientific Alfairs at

(920) 406-3608.

Since[ely, p

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica & .
Tyler Encapsulations - Vitaline Formulas P“VTOP"ARM'CA
9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, Wl 54311 8328
‘a‘{""_‘[’l‘ AATIC THE RAI‘)\Y ‘ Wilsonville, OR 97070 P: 920.469.1 3) 3 - F: 888.570.6460 (Enzymatic)
o g e o © P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

what Better feels ke
—————

April 14, 2005

Office of Nutritional Products, Labeling &
Dietaly Supplements HES 810
\,A‘.lltu lUl FUUU DaLCLy auu npy
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimeré
Dcar Sir or Madam:

This letter is 1o notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by scction 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the excmption to seetion 201(¢ )(1)(C) of the act and comply with seetion 403(x)(6) of the act, These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT .. INGREDIENT(S)TO WHICH THE
NAME - \ S CLAIMREFERS -,
End Fatigue Pantothenic acid is necessary in the Pantothenic acid (as calcium D-
Adrenal Stress- synthesis of hormones and cholesterol.” pantothenate)
End™*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the states fms are truthful and not misleading.

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date L/// ol / 05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Mi&hael P. Devercux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ) ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations : Vitaline Formulas PHYTOPHARMICA®
) 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8
ENZYMATIC THEB_ADY Wilsonville, OR 97070 P: 920.469.1313 -~ F: 888.570.6460 (Enzym:
. P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phytc

WbatBetter feels ltke."
p———

April 15,2005

Office of Nutritional Products, Labeling &
Digtary Supplements, HFS 810 ‘
Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Bnzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201{(g)(1)(C) of the act and comply with section 403(r)(6) of the act, These claims are
not nceessarily for a product we currently market or plan to market in the immediate future, and may be cxploratory
in nature,

} - PRODUCT .- STATEMENTS o iNGRESIENT(S) T0 WHlCH THE
‘NAME = L D "CLAIM REFERS ™ - _
End Fatigue Betame works Wlth B vntamms to synthesrze Betame
Adrenal Stress- amino acids, precursor to SAM-g (S- V
Eng™* adenosyl-L-Methionine).*

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation ihat the st z -[ents are truthful and not misleading,

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date ‘V//S /05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Michael P. Devercux 3 Z

Chief Financial Officer

SRR RS S R B E R e T AT



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

, "NF Formulas « PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas : PHYTOPHARMKA'
9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, WI 5431 1 -8
ENZYM ATIC THERAPY ( Wilsonville, OR 97070 P:920.469.1313 - F: 888.570.6460 (Enzyma
R P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto
What Better  feels like™
A ——————,
April 15,2005
Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center f01 Food Salety and Applied Nutrition
Food and Drug Administration '

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by scction 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201{(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
In nature.

PRODUCT 0 . STATEMENTS . .- - .| INGREDIENT(S) TO WHICH THE .
NAME - ik L e 5. - CLAIM REFERS
End Fatigue L-tyrosing (also known simply as “tyrosine”) | L-Tyrosine
Adrenal Stress- is an amino acid that supports healthy nerve
Endg™* transmission and healthy functioning of the
adrenal, thyroid, and pituitary glands.*

! certify that the information comamcd in this notice is complete 'md accurate and that Enzymatic Therapy, Inc. has

substantiation ;mt the st'xtchs are truthful and not niisleading.

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date /‘///5 /05

1f you have any questions, plcasc contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Michael P. Devercux l
Chicf Financial Officer

1al:Stress-End 22¢



iNT‘EGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas < PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
. 9755 SW Commerce Circle, Suite B2~ 825 Challenger Drive, Green Bay, W1 54311-82
ENZYMATIC THEBAPY , Wilsonville, OR 97070 P: 920.469.1313 ~ F: 888.570.6460 (Enzyma
T — . P:503.582.8386 -~ F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto

What Better  feels like™
a———

April 15,2005

Office of Nutritional Products, Labeling &
Dictary Supplements, HFS 8§10

Center for Food Safety and Applicd Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federa] Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C} of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate {uture, and may be exploratory
in nature,

PRODUCT‘T,,} ST TR ”’STATEMENTS o AINGREDIENT(S) TO'WHICH THE
) NAME - | ‘ : “CLAIM REFERS ‘
End Fatigue Because of nts effect on neurotransmltters L Tyrosme
Adrenal Stress- L- tyrosme may have an effect on mood and
Endg™* environmental stress.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lugodd.

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

bae | ANS /08

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Midhael P. Devereux
Chief Financial Officer

B I P




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
“Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA®
X 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-83]
ENZYMATIC THE BAPY . Wilsonville, OR 97070 P: 920.469.1313 -« F: B88.570.6460 (Enzymati
et s " P:503.582.8386 - F:503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

Woat Better feels tike”
p——

April 15, 2005

OVFnm ~AF Nt Homnal Prods
Office of Nutritional Products, La

Dictary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Decar Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 hasa label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or pian to market in the immediate future, and may be exploratory
in nature.

CSUPRODUCT o INGREDIENT(S) TO'WHICH THE -
- NAME. . | o CLAIM'REFERS :
End Fatigue Vitamin B8, included as one of the Vitamin B8 (as pyridoxine HCI),
Adrenal Stress- ingredients in End Fatigue Adrenal Stress- L-Tyrosine
Endg™* End™ helps convert tyrosine into

neyrotransmitters.”

I certify that the information contained in this notice is coraplete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lugedd

Robert C. Doster
Title:  Senior Vice President of Scientific Affairs

By:

Date /7///5/05

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608. ‘

Michael P. Devereux
Chief Financial Officer

Al Suess-Lind 24c



INTE(:ERATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"

NF Formulas ~ PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas ’ ?HYTOPHARMICA‘
9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Dnve Green Bay, Wl 5431 1 8'
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzyma
A AT e P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto

Whar Better feels e
am—————

April 15, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufacturcd, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Feder wl Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to sceetion 201(g )(1)(C) of the act and comply with section 403{r){6) of the act. These claims are
not necessarily for a product we cyrrently market or plan to market in the immediate {uture, and may be exploratory
n nature.

‘PRODUCT '?STATEMENTS ]NGRED!ENT(S) TO WHICH THE -
“NAME ’ ’

£nd Fatigue One of the most important constltuents of Licorice (G!ycyrrhlza glabra) root
Adrenal Stress- licorice is glycyrrhizin, which breaks down and rhizome extract
Eng > into glycyrrhizic or glycyrrhetinic acid.* This

compound inhibits the breakdown of cortisol

produced by the body, helping support a

balanced level of this important hormone *

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements iare truthful and not misleading.

. fudedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Daie ‘/ //5 / 0,5

If you have any questions, pleasc, contact Robert Doster, Senjor Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Michael P. Devereux z

Chief Financial Officer

S T e SN




INTEGRATIVE THERAPEUTICS EINC.™ ENZYMATIC THERAPY®

NF Formulas © PhytoPharmica &
Tyler Encapsulations « Vitatine Formulas PHYTOPHARMICA®
9755 SW Commerce Circie, Suite B2 825 Challenger Drive, Green Bay, W1 54311-83.
'NZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymat
e E AT x P: 503.582.8386 . F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
Wwhar Better jeels like®
ap—————

April 15, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature. :

PRODUCT : STATEMENTS .. . " INGREDIENT(S) TO WHICH THE
~ NAME- LT e e CLAIMREFERS
End Fatigue Glycyrrhizic acid's mechanism of action is- Licorice (Glycyrrhiza glabra) root
Adrenal Stress- through the inhibition of 11-B-hydroxysteriod “and rhizome extract
End ™= dehydrogenase. This enzyme catalyzes the

conversion of cortisol to cortisone. It also
inhibits the metabolism of cortical, and
minimizes the binding of cortisol to mineral
corticoid receptors.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are trithful and not misleading.

. puiodd

Robert C. Doster ,
Title: Senior Vice President of Scientific Affairs

Date ‘7‘//5/05

If you have any questions, pleasc contact Robert Doster, Senior Vice President of Scicentific Affairs at
(920) 406-3608. \

Sincercly, ?; ,

Michael P. Devereux
Chief Financial Officer

1}:Sgress-End 26¢



